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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR T. 136(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)S This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 7-36 is/are pending in the application. 

4a) Of the above claim(s) 1-12 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 13-36 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) g| Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)[X] The drawing(s) filed on 10/07/2003 is/are: a)D accepted or b)E3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 
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DETAILED ACTION 

This is the initial Office action based on the 10/680,531 application filed on October 7, 
2003. Claims 13-36, as provisionally elected, are currently pending and have been 
considered below. 

Election/Restrictions 
1 . Restriction to one of the following inventions is required under 35 U.S.C. 1 21 : 

I. Claims 1-12, drawn to a filter system, classified in class 210, subclass 
767. 

II. Claims 13-36, drawn to an implantable member, classified in class 623, 
subclass 1.42. 



2. Inventions I and II are related as subcombinations disclosed as usable together 
in a single combination. The subcombinations are distinct if they do not overlap in 
scope and are not obvious variants, and if it is shown that at least one subcombination 
is separately usable. In the instant case, subcombination I has separate utility such as 
a filter in a syringe system. See MPEP § 806.05(d). 

The examiner has required restriction between subcombinations usable together. 
Where applicant elects a subcombination and claims thereto are subsequently found 
allowable, any claim(s) depending from or otherwise requiring all the limitations of the 
allowable subcombination will be examined for patentability in accordance with 37 CFR 
1 .104. See MPEP § 821 .04(a). Applicant is advised that if any claim presented in a 
continuation or divisional application is anticipated by, or includes all the limitations of, a 
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claim that is allowable in the present application, such claim may be subject to 
provisional statutory and/or nonstatutory double patenting rejections over the claims of 
the instant application. 

Restriction for examination purposes as indicated is proper because all these 
inventions listed in this action are independent or distinct for the reasons given above 
and there would be a serious search and examination burden if restriction were not 
required because one or more of the following reasons apply: 

(a) the inventions have acquired a separate status in the art in view of their 
different classification; 

(b) the inventions have acquired a separate status in the art due to their 
recognized divergent subject matter; 

(c) the inventions require a different field of search (for example, searching 
different classes/subclasses or electronic resources, or employing different 
search queries); 

(d) the prior art applicable to one invention would not likely be applicable to 
another invention; 

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 
101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement 
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may be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing 
the elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

3. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
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remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

4. During a telephone conversation with Peter Lando on September 19, 2007, a 
provisional election was made without traverse to prosecute the invention of an 
implantable member, claims 13-36. Affirmation of this election must be made by 
applicant in replying to this Office action. Claims 1-12 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention of a filter system. 



Drawings 

5. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 88 (figures 9-10). Corrected drawing sheets in compliance with 37 CFR 
1 .121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1 .121(b) are required in reply to the Office action 
to avoid abandonment of the application. Any amended replacement drawing sheet 
should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the 
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examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 



Specification 

6. The disclosure is objected to because of the following informalities: Paragraph 
001 of the specification which reads 

"[0001] The present application is a divisional of co-pending and commonly assigned 
United States patent application serial number 09/755,894 entitled "IMPLANTABLE 
INFUSION PUMP," filed January 4, 2001, the disclosure of which is hereby incorporated 
herein by reference." 

should be updated to read 

- [0001] The present application is a divisional of co-pending and commonly assigned 
United States patent application serial number 09/755,894 entitled "IMPLANTABLE 
INFUSION PUMP," filed January 4, 2001, now U.S. Patent 6,666,845, the disclosure of 
which is hereby incorporated herein by references- 



Appropriate correction is required. 



Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 13-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Somyk (US Patent 3,571 ,815) in view of Srisathapat et al (US Patent 5,527,307). 

Somyk teaches a first portion (or mating surface) to receive an implantable 
infusion device (figure 1 , (11)), and an enlarged skirt extending substantially around a 
perimeter of the member (figure 1, (12)), adapted to receive and retain a suture to 
secure the member at an implantation site (figure 1, (15,16,17)). Somyk teaches that 
the skirt includes a reinforcement material to assist in retaining a received suture (figure 
4), and that the reinforcement material extends substantially around the perimeter of the 
member (figure 3, (12)). Somyk teaches that the suture-receiving member, which 
extends substantially about a perimeter of the member (figure 1 , (12)) is fabricated from 
a reinforced elastomer (figure 6, (36)). 

Somyk fails to teach a second portion (or second mating surface) to receive a 
bolus port, which includes a fluid inlet and outlet. 

Srisathapat teaches a side port (figure 1 , (20)) on an implantable member for the 
purpose of further fluid access (abstract), which includes a fluid inlet (figure 6, (58)) and 
a fluid outlet (figure 6, (66)). Srisathapat teaches that the fluid inlet is connectable to an 



Application/Control Number: 10/680,531 Page 8 

Art Unit: 3709 

output (figure 6, (34)) of the implantable infusion device received within the first portion, 
and that the second portion includes a path connecting the fluid inlet and the fluid outlet 
(column 4, lines 28-38). It is further taught that the second portion that includes an inlet 
passage, which intersects the second mating surface (figure 6, (58)), and an outlet 
passage, which also intersects the second mating surface (figure 6, (66)). The outlet 
passage intersects the second mating surface (figure 6, (20)), and infusate from a fluid 
chamber of the implantable infusion device is prevented from flowing through the 
second port (column 4, lines 13-16). 

It would be obvious to one having ordinary skill in the art at the time of the 
applicant's invention to modify the implantable member of Somyk with the side port 
taught by Srisathapat. The side port allows for a second input in addition to the main 
infusion pump, for further control in drug delivery (abstract). 

10. Claims 25-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Somyk in view of Srisathapat as applied to claim 19 above, and further in view of 
Mclntyre (US Patent 4,762,51 7). 

Somyk and Srisathapat fail to teach a member interfacing with a delivery catheter 
by encapsulating a portion of the catheter. 

Mclntyre teaches a through-hole for the purpose of passage of a catheter 
(abstract). 

It would be obvious to one having ordinary skill in the art at the time of the 
applicant's invention to modify the implantable member of Somyk with a passageway to 
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interface with and encapsulate a delivery catheter taught by Mclntyre. Interfacing with a 
delivery catheter allows access to the vascular system without having to access the 
artery or vein directly, thereby considerably increasing patient comfort (column 1 , lines 

14- 18). 

11. Claims 27-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Somyk in view of Yannas et al (US Patent 4,955,893). 

Somyk teaches a first portion to engage an implantable infusion device for 
attachment thereto (figurel , (11 )); a second portion to receive a suture to secure the 
implantable infusion device at an implantation site (figure 1, (12)). Somyk also teaches 
that the member comprises a reinforcing material (figure 4), which is encapsulated in 
the member (figure 1 ). 

Somyk fails to teach the second portion is composed of an elastomer. 

Yannas teaches that implantable drug delivery devices can be made of an 
elastomer, specifically silicon rubber (column 8, lines 62-65), to receive sutures, within a 
biological body. 

It would be obvious to one having ordinary skill in the art at the time of the 
applicant's invention to modify the implantable member of Somyk with the elastomer 
material of Yannas. The silicon rubber of the implant is biocompatible (column 4, lines 

1 5- 20). Replacing the Teflon material of Somyk with the elastomer of Yannas would 
produce predictable results. 
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12. Claims 31-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Somyk in view of Yannas as applied to claim 27 above, and further in view of 
Srisathapat. 

With respect to claims 31 and 33, Srisathapat teaches that the member is 
integral with a bolus port receptacle, and that this second port is disposed in an output 
path of said implantable infusion device (see claims 13-17 above). 

With respect to claim 32, Yannas teaches that an elastomer can be used to form 
portions of implantable devices (see claims 27-28 above). 

With respect to claim 34, Srisathapat teaches that the receptacle for the second 
port can be configures so as to prevent infusate from a fluid chamber of the implantable 
infusion device from flowing through the second port (see claim 24 above). 

13. Claims 35-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Somyk in view of Yannas as applied to claim 27 above, and further in view of Mclntyre. 

Somyk and Yannas fail to teach a member interfacing with a delivery catheter by 
encapsulating a portion of the catheter. 

Mclntyre teaches a through-hole for the purpose of passage of a catheter 
(abstract). 
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It would be obvious to one having ordinary skill in the art at the time of the 
applicant's invention to modify the implantable member of Somyk with a passageway to 
interface with and encapsulate a delivery catheter taught by Mclntyre. Interfacing with a 
delivery catheter allows access to the vascular system without having to access the 
artery or vein directly, thereby considerably increasing patient comfort (column 1, lines 
14-18). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aarti Bhatia whose telephone number is (571) 270- 
5033. The examiner can normally be reached on Monday-Thursday 8:00am -6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Del Sole can be reached on (571) 272-1 130. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



AB 




UiOSEPH DEL SOLE 
SUPERVISORY PATENT EXAMINER 



